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TradelProprietary Name: ASCENSIATM CONTOURTM Diabetes 
Care System 

Common/Usual Name: Blood Glucose Meter 
Document Control Number: KO23 bq? 
Division of Clinical Laboratory Devices 
Panel - Clinical Chemistry and Toxicology 
Classification Code - 75 LFR (Glucose Dehydrogenase, Glucose) 

Predicate Devices: ASCENSIA ELITETM XL Diabetes Care System 

Device Description: The ASCENSIATMCONTOURTM Diabetes Care System consists of 
an electrochemical method-based meter and dry reagent sensor (test 
strips) designed for testing glucose by persons with diabetes or by 
healthcare professionals in the home or in healthcare facilities. 

Intended Use: The ASCENSIATMCONTOURTM Diabetes Care System is for the 
Self-Monitoring of Blood Glucose as an adjunct to the care of 
person with diabetes.’ 

“Consensus Statement on Self-Monitoring of Blood Glucose, ” Diabetes Care, Vol. 10, No. 1 ,  January-February 1 

1987, pp. 95.99 
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Technological 
Characteristics: The ASCENSIATMCONTOURTM Diabetes Care System employs an 

amperometric glucose dehydrogenase method to measure glucose in 
blood. It is conceptually the same as other blood glucose 
monitoring products available for blood glucose testing. There are 
50 test strips in a bottle. Blood glucose results are referenced to 
plasma glucose. The System has a linear response to glucose from 
10-600 mg/dL. 

Assessment of 
Performance: 

Conclusion: 

An evaluation of the ASCENSIATMCONTOURTM Diabetes Care 
System was studied in house and in a clinical setting by persons 
with diabetes. The studies demonstrated that users can obtain blood 
glucose results from alternate puncture sites that are substantially 
equivalent to finger sticks. 

The results of clinical evaluations of the ASCENSIATM 
CONTOURTM Diabetes Care System demonstrate that the device is 
equivalent in performance to the predicate devices and suitable for 
its intended use. 




